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TTT.spT.f^. 411(31 ).—iTFRR ft^TP^T iRsi ^TFTFPT RpETT, ^ P4-lL | J |i R’ WTHT ffRRTT TTW 

sfR 3F4" •TFRi 2014 RlRxi fR ddRd -MiRi=r>i Rwt 16 if spR R u Ri, ai-0<9 15.03.2016 if ^ TnRFT' R>-mi ^ f% 

34=1-41414R arRflr 4 >t ^-h i*-i tt if RR+iRi sfR Rsti-M ^Rt ^ fRrR> =t>k u i ^*i=r>i Rr ^tfptR *[Rt R 

T$J3Tf sfR ZTZR % fxR ^lR=bl<=b t; 

sffr, +1 M'fl-M if4i>R tR§t ii t' R>-mi ^f% hR^ i=t> iRzp 4 >hR-m 1 if *>f 34=t414l4R % RRdRi R R4HR 

4>tR R sffr Rff =f> h f*-i- mT ^ttt, RiR srprfrnrt *ff st^xt R zf ff, 34=1-41414R % RR+iRi R R4Rrt 4>tR sfR 
hR 41PR 4Rf R R tttswttt fRurfRn sitztittRR;; 

sffr, 3iRflr sfR totspt Trnrrff srfliR-q+i, 1940 (1940 4 >t 23) R srm 5 % srsfR =iR>d 3iRflr d=r>41=H ttpr^tt 
R f 4" 12 Hitd{1, 2018 R 3 h 41 Ri4i if Zxii ^ 4T R-d k R>-mi sfR ^ RhiiRst R R f% ■Hid'fR ^jh-mR % fR[ 
34=1-41414R RRR-mi sffr nRi=r> cr^n y4 =i-ck if <.Rie41<jid 3icHdMl" tptt =^41R--tiT R ydN Rr srR % Rrq 
RR^Rd R ^nt Rr R#flRr # ^rnt Ri*R f% 4ir ^ptR fRr ^tt ti% ; 

sffr, 4>*-41-M TR41TT 41T, R’t-lRsff % STTSTR TT pr^TT ^rnT% TTiffSTT 4 TtR % ^ TTTTTSrPT *ff WT ^ 

f%sil’d-Jlil^ld sflyflr w 3iRR<)Rd sffrsr^sr^ wpt i - hm'i ^4ff 4119+1 31 •-d4Rid TnrRn^sflr 41=r>f^d 

if if 3 ii=i- 41 4141d 34yflr % RR+iT u i, Rtrt sflr Rdt u i RR-^Rd tt^tt R4Rpt =r>tdi sir^'^dT^ sfir ^41-41d ^ RmR f% 
smUr^TT oRriPff ^TT Sp^STT ^TTT ffW ^IT TI% I 

3RT:, 3R, 4i'-4ld TTT41R, srfliR-q+i # STHT 2641 ^TTT H4xT ^lRh-41 4H y-4l<l 41 tR ^TT sffr srR^-ddl TTWT 
ttt.^t.R-. 29(3t), Tnftrg-17 wrwft, 2014 4?f srfgrwcT fq; ^ R%^t ^ff | f% 3ff°t-414l4R 4mflr #% RRRa ftft if 

R^-m % firq ^tt Rdx u i %firq RRRd ^tt R44d #^TRff, stsiR; :- 

(i) ^jh41<i % Rq 34 q-414141 d RRR41 4iT RR+ 1 R 1 Tf®4i4i 4=te.x ^H5r>41 4T =t>HR41 ski R>-mi 

'diq^n sffr^jcHis %4dxi TT 4TP 4FTT ^PTT ; 

(ii) RdR % yRddl' % firq 31 ]<t414l41 d RRR41 41 T RR+iRi HRi=r> sflr 4 =kx =tiHR-Mi, ^Rfr % firq 

^Rtt sffr R-qfdl" % firq ^ RR+iRi % tt wtt pR *fR; 
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(iii) 3iT=t-4]i)*TR % afrrg'-viu 41 -4 % RRuTi i *44 ^wPi % Ritt ittf 3jmftr RRR41 % 

RPinfui armflr afk wspt hftR ftm, 1945 % srsfk srpm- RRhRiR ^ *tRpt 

SR4R y^i-M ; 

(iv) 3iT=t-4]i)*TR % ^R-m afrrg'-viu41 -4 % RR+iFdi R<tR wp^ft % Rnp tj^F ^mflr RI+4R4) % 

RRrRi ^ ^mflr sftr TOTSPT ^i-HtD R-mr, 1945 % srsfpT SRpHT HRiTi sfR n i$=R (RtK if RRuTdiR 

3tF ^R-m afnrsr-vi u 41 d st^ft 4^; 

(v) *A vt ^jh-mR % Rpp ^mflr 3fR snTTSFT *1 ihiTI R-mr, 1945 % srsfR 3i^j?td HvifR 4 >hR 4T 4T xi h5t>-hT 
ski RRRd 3iPdtflil Jld RRTR^i uid'll m sflr tsj RiRc^ii 3WFi % Rut, RRI+4R4) w y si-m 
RbRiRh 

(4i) H Ri di sfR n iRe. d-tK if tRl^-fl'j'd Skh n I <41 sfR d-^-Tl 41 4T ^P ^fpsp ^P ; 

(w) wppHP TTRrfET snrafprRr hP4n , -ii (41 m^-h<41R41) ttt trr ^ ppPP sfP^rRpff sftr f^y- h 41 d 
4lnd (3PJir) 3IP3 hRiP PT ^fP R41 3F4 <i<.'=f>i-Cl siRdrd ^t, 'R if fP Wl'SET % Rpr %RR 
*K=t>K ^ttt RRRa R-mi 'Jrnp 'R hR idi sfR y iRe if tR^41'j>d si- i-h di<4T sftr d-^-Tl41 dll' R 

#EfflT4T spif usi-q ^rf | 

(vi) R41 ^fP 4T "THT if spf^fpipRp ^p THFra - % BTStHT if Rsr>-q Rtt stR % Rttt st^tRI *TfP R-mi 

^TTRT I 

2. ^ srfli^-ddi 1 '5,'di^, 2018 R H'Jti ^l^ll I 


[TT. ti. X. 11014/3/201 8-#3TTt] 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health and Family Welfare) 

NOTIFICATION 

New Delhi, the 27th April, 2018 

G.S.R. 411(E). —Whereas the Hon’ble High Court of Himachal Pradesh, Shimla, has, in its judgment dated 
15.3.2016 in CWPIL No. 16 of 2014 titled ‘Court on its own motion’ versus State of Himachal Pradesh and others, observed 
that there is large scale clandestine manufacture and sale of the drug Oxytocin leading to its grave misuse, which is harmful 
to animals and humans; 

And whereas, the said Hon’ble High Court also observed that the feasibility of restricting the manufacture of 
Oxytocin only in public sector companies and also restricting and limiting the manufacture of Oxytocin by companies to 
whom licenses have already been granted should be considered; 

And whereas, the Drugs Technical Advisory Board constituted under section 5 of the Drugs and Cosmetics Act, 
1940 (23 of 1940) considered the said issue in its meeting held on the 12th February 2018 and recommended that Oxytocin 
formulations for human use be regulated and restricted to be supplied only to registered hospitals and clinics in public and 
private sector to prevent misuse of the said drug; 

And whereas, the Central Government, on the basis of the recommendations of the said Board and after 
examination of the matter, is satisfied that unregulated and illegal use of the drug Oxytocin is likely to involve risk to human 
beings or animals and that in the public interest it is necessary and expedient to regulate and restrict the manufacture, sale 
and distribution of the drug Oxytocin in the country to prevent its misuse by unauthorised persons or otherwise; 

Now, therefore, in exercise of the powers conferred by section 26A of the said Act, and in supersession of the 
notification number G.S.R. 29(E) dated 17 th January, 2014, the Central Government hereby directs that the drug Oxytocin 
shall be manufactured for sale or for distribution or sold in the manner specified below, namely:- 

(i) The manufacture of Oxytocin formulations for domestic use shall be by public sector undertakings or companies 
only and the label of the product shall bear barcodes. 

(ii) The manufacture of Oxytocin formulations for export purposes shall be open to both public and private sector 
companies and the packs of such manufacture for exports shall bear barcodes. 
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(iii) The manufacturers of active pharmaceutical ingredient of Oxytocin shall supply the active pharmaceutical 
ingredient only to the public sector manufacturers licensed under the Drugs and Cosmetics Rules, 1945 for 
manufacture of formulations of the said drug for domestic use. 

(iv) The manufacturers of active pharmaceutical ingredient of Oxytocin shall supply the said active pharmaceutical 
ingredient to the manufacturers in public and private sector licensed under the Drugs and Cosmetics Rules, 1945 
for manufacture of formulations of the said drug for export purpose. 

(v) The Oxytocin formulations manufactured by the public sector companies or undertakings licensed under the 
Drugs and Cosmetics Rules, 1945 for domestic use shall supply the formulations meant for human and 
veterinary use only,- 

(a) to the registered hospitals and clinics in public and private sector directly; or 

(b) to the Pradhan Mantri Bhartiya Janaushadhi Pariyojana (PMBJP) and Affordable Medicines and 
Reliable Implants for Treatment (AMRIT) outlets or any other Government entity which may be 
specified by the Central Government for this purpose in the country which shall further supply the 
drug to the registered hospitals and clinics in public and private sector. 

(vi) The Oxytocin in any form or name shall not be allowed to be sold through retail Chemist. 

2. This notification shall come into force on the first day of July 2018. 


[F. No. X.l 1014/3/2018-DR] 
SUDHIR KUMAR, Jt. Secy. 


RAKESH 

SUKUL 
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